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AEKJIAPAIIAA O COOTBETCTBHHA

I[EK.&APAHT, NMPHHAMAIOI WA TEKNAPAITHIO O COOTBETCTBHHA

AO ”dunoq’m Poccua"

Csec)e}iw: 0 pezucmpayuu opzanwsayuu. Mexcpationnasn uncnexyus Pedeparoroli Hano20604 cayxcovr Ne 46 no
2. Modxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpect 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenegpon/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuyg: Tenepanvuwiii dupexmop Mownowe O.A.

Hoaepennoe auyo: Cmenanos C.C., dosepenrocme 6/n om 01.12.2017

3AARSIET, UTO

nexappmeennoe cpedcmeo: 300ax, xannu Ona npuema enympo 10 me/mn 20 ma , raKor-KanersRuys meMHoz0
cmexia (1), navxu xapmonnvie, PY Ne JIC-000433 om 07.06.2010 (0ama samenw 19.01.2018) evidano AO
"Candgru Poccus”, cepun 9K0201, napmus 218400 ynaxoeox, 20dex do 01.03.2022, npouseodcmea A.
Hamn}epuaun and Cue. Tmb6X, I'epmanun, A. Nattermann and Cie. GmbH, Nattermannallee 1, 50829, Koln,
Germgny, koo OKIIf2 21.20.10.256, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085334451 om 23.05.2019

COOTBETCTBYET TPEEOBAHHMSM
JIC-000433-180711 usm. Ne 1-7

ZIEKJZAPAIIHH NPAHSTA HA OCHOBAHHHA
npoméron ucnvimanuid Ne 15060 om 11.06.2019 HJI OO0 HI[ "OAPMOBOPOHA", ammecmam
axxpePumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC DE.DM08.C41750 om 11.06.2019

Crenanon C.C.
O.H.0

CBEJIEHUSA O PETHCTPALINA

OPI'AH 110 CEPTHOHKAITMH, 3APETHCTPHPOBABIIHH JEKJIAPAL[IKIO

RA.RY.11®OM08 OPIAH I1O CEPTH®HKAILIHH HPONVKIIHH OFLECTBO C OI'PAHHYEHHOH

OTBEICTBEHHOCTBIO "OKPVIKHOH IJEHTP KOHTPOJILT KAYECTBA",

adpecjopzanuzayuu.: 115280, 2. Mocxea, yn. Macmepwosa, 0. 4, am. 5, nom. 1, xom. I, adpec opeana rno

cepmugbuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ae6-

caiim:| oyxK.pgh.

JIEIUIAPAIIPIH 0 COOTBETCTBHU 3APETHCTPHPOBAHA M POCC RU J-DE.DM08.4.26748/19
E‘ﬁ PEI'TICTPAI[PIH 11.06.2019
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A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee | SANOFI J
50829 Cologne / Germany
CepTuduxar aranusa / coorsercreug cGMP

3aka3z Ne: HcnbiTanue Ne: 248419 Brinyweno: 17.05.2019
Marepuan: 30JAK 200 mr/20 mn PACTBOP M36

RU
Homep matepuana: 371084
Ne cepum: 9K 0201
GMID-Ne: 697621
Pazmep cepun: 440.160
Jata npou3eoacTea: Map. 2019
JlaTa okOHUYaHHA CpOKa FOAHOCTH: Map. 2022 Crpana HasHAaYEHHA:
Crneuuduxauun No/epcus: 11.233755 /02
tbopma BhIMycka: I mn
IMoka3zaTenn Hopma npu Brinycke PesyneraTt
CaoiicTBa
Onucanue [po3pauuelfi, GecLBETHBIA HIH CBETNO-KENTHIA  COOTBETCTBYET

PacTBOp
TexHHYecKHe HCNBITAHNA
3nauenne pH 4,0-6,0 49
[InoTHocTs pacTeOpa 1,071 - 1,091 1,083 r/Mn
ObneM conepcumoro drakoHa He meree 20 21 Mn
OnHOpOOHOCTE JO3HPOBAHUA HU OIHO W3 OTAENBHBIX 3HAUYEHHH Macch! He COOTBETCTBYET

HOJDKHO OTKJIOHATLCA OT CpeaHedi Maccht Bonee
uem na [0%. Cymma 10 oTaenbHbIX 3HAYEHHI
MAaccChl HE IO/MKHO OTAHYATLCA OT HOMHHANBHOI
MACCHI ASCATH A0IHPOBOYHBIX eAHHKAL Gofee Yem
Ha 15%, To ecTb 10,81 + 15%
OAHOPONHOCTL A03UPOBAHUA HH OAHO H3 OTOENbHBIX 3HAYEHHUIT MacChl He COOTBETCTBYET
DOMKHO OTKJOHATLCA OT cpeAHeH Macch Bonee
dem Ha 10%. Cymma 10 oTaenbHBIX 3HAUEHHUIH
MACChi HE AOJHHO OTAHYATLCA OT HOMHHAJILHOM
Macchl JECATH NO3HPOBOYHBIX EIHHHIL Doliee Yem
Ha 15%, To ectb 10,81 £ 15%
ONHOPOMHOCTD AO3HPOBAHMA HH OAHO W3 OTAEAbHLIX 3HA4YEHHI MacChl He COOTBETCTBYET
NOMKHO OTKAOHATLCA OT cpenHeli Macchl Honee
ueM Ha 10%. Cymma 10 orienbHEIX 3HaMEHU
MAcChl HE AO/HKHO OTITHYATLCS OT HOMHHANLHON
MacChl 1eCATH RO3UPOBOYHBIX egHHHL fonee uem
Ha 15%, To ectn 10,81 = 15%

MMoannHHOCTL

Xnopuna ofpazopaHie GelOTO TBOPOMHCTOrO OCafKa, COOTBETCTBYET
pacTEOPUMOro B aMMHaKe

LleTupH3nHa AHTHAPOXNOPHAA - Bpems ynepxHBaHHA OCHOBHOTO MHKA Ha COOTBETCTBYET

B3XKX XpOMaTorpaMMe HCMBITYEMOrO pacTBOPa AOMKHO

COOTBETCTBOBATH BPEMEHH YIAEPKHBAHUS TIHKA
UETHPH3MHA HA XPOMATOIPaMMe CMELEAHHOTO
CTaHAAPTHOTO PacTBOpa.
Lletupusuna auruapoxnopuaa - Y@ Bpema ynepxupanua i Y® cNekTp OCHOBHOTO  COOTBETCTBYET
[HKa Ha XPOMATOTPaMMe HCMBITYEMOTO pacTBOpa
NOMXHbI COOTBETCTBOBATE BPEMEHH YAEDKHBAHHA
H Y@ cnexkTpy NHKa LETHPH3VHE HA
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A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannallee | SANOFI J
50829 Cologne / Germany g
Ceprudukar ananusza / cooreercrsus cGMP
3aka3 Ne: Henmtanue Ne: 248419 Buimyweno: 17.05.2019
MoxasaTens Hopma npsn BrImycKe PesynbTat
XpOMATOTPaMMeE CMELIAHHOTO CTAHAAPTHOTO
pacrsopa.
MeTtunnaparuapoxcubenzoara Bpems ynep:kHBaHuA nHKa COOTBETCTBYET

MeTHInaparHapokcHGeH30aTa Ha XpoMaTorpaMme
HCTNILITYEMOTO PAcTBOPA NOJIKHO COOTBETCTBOBATD
BPEMEHH YIEPKHBAHHA MHKA
MeTHANaparnapokcHGen3oaTa Ha XpoMaTorpamMme
CMELIAHHOTO CTAHAAPTHOTO PacTBOpA.
Fponunnaparuapokcubensoar Bpema yaepauBaHHA NHKa COOTBETCTBYET
nponHINaparuApokcHOEH30aTa HA XpOMATOrPaMMe
HCOBITYEMOrC PacTBOPA ACMKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHHA TTHKA
METHNMaparuapokcubeH3oaTa Ha XxpoMaTorpaMme
CMEILAHHOTO CTAHAAPTHOTO PacTBOPA.
Koanuecreennoe onpenenenne

LleTHpH3HHA AUTHAPOXJIOPHI 95-105 10,0 Mr

MeTtunnaparuapoxcubensoar 90 - 110 98 % oT 3a%BAEHHOTO
CoAepKaHUA

IMponunnaparunpokcubenzoat 90-110 97 % OT 3aABNEHHOTO
conepxaHuA

Yncrora

DP 1 (RRT 1,53) max. 0,5 0,0 %

DP | (RRT 1,53) max. 0,5 0,0 %

DP | (RRT 1,53) max. 0,3 00 %

Jliobas apyras eanHnuHas He Gonee 0,2 % COOTBETCTBYET

HAEHTHOHLMPOBAHHAA TIPUMECH

JloGas eamununas He Gonee 0,2 % COOTBETCTBYET

HEHAECHTHHUMPORIHHAA NPHMECE

Cymma npumeceii max, 1,0 0,1 %

MukpoGHosornyeckas YHCTOTA

Obmee 4Hcno a3pobHBIX max. 1000 < 10 KOE/mn

MHKpoopraHniMoe (TAMC)

Ofuiee yHCNO APOXKIKEBLIX H max. 100 < 10 KOE/mn

nnecHeswrx rpuboe (TYMC)

Escherichia coli OTCYTCTBHE B | MA COOTBETCTBYET
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A. Nattermann & Cie. GmbH

A Sanofi Company

Nattermannallee 1 SANOFI J
50829 Cologne / Germany

Ceprudukar ananusza / coorsercreus cGMP
3akas Ne: ' Hcnbitanne Ne: 248419 Brinywero: 17.05.2019

IpuMewanun:

JTOT cepHs coomercin&e‘r HOpPMaM crenu(pHKalHH.
OTaen KOHTpPOJIA KavecTBA

Wolfgang Hermanns

HavaneHHK 0oTA€Na KOHTPONA KauecTBa

Jara Brinycka: 16.05.2019 B 18:24:54 Dr. Anette Maurer

Ceplixa:

OTOT MPOAYKT OBbLT IPOTECTHPOBAH B COOTBETCTBHH CO 11.233755/02
cnienMpUKaLIHEi:

CepTHdHKaNHOHHOE 3aBICHNE:

HacTosmum noarsepxaaro, 4To BhlllieyKa3aHHaA HHQOPMALHS ABAAETCS OCTOBEPHOR H TOYHOI.
Jra cepus MpoAyKTa Gblia M3TOTOBJIEHA/IPOU3BE/ICHA, BKIIOYAs YIIAKOBKY H KOHTPOJb KauecTea
Ha BBHILICYNOMAHYTOH MPOW3BOACTBEHHOH IUOLIa/AKe (MIOLIAAKaX) B MOJHOM COOTBETCTBHH C
TpeboBanuaMu GMP mecTHoro perymmpyoliero opraia v crelubuKanuaMy, YKa3aHHHIMH B
PETHCTPallHOHHOM  YAOCTOBEPCHHH MMIIOPTHpYIOIEH cTpaHbl. JloKyMeHTBHI, KacaloliHecs
NPOH3BOACTEA, YIIAKOBKH M AHAIIH3a CEPHH, ObLIH NMPOBEPEHBI H NPH3HAHBI COOTBETCTBYIOIMMH
TpeboBanusM GMP.

Dr. Bettina Glombitza
Y nosHOMOUYEHHOE JIHLO

JaHHubiil qOKyMeHT GBUT CO31aH B 3eKTPOHHOH (GopMe H AeiicTBUTENEH 6e3 MOAMUCH.
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

SANOFI «z

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 248419 Issued: 17.05.2019
Material: ZODAC 200MG/20ML SOL M36 RU
Material No: 371084
Batch No: 9K0201
GMID-No: 697621
Batch Yield: 440.160
Manufacture Date: Mar 2019
Expiry Date: Mar 2022 Destination:

Specification No.Nersion: 11.233755/ 02

This product contains in: 1 ml

Parameter

Characters
Appearance
Technical Tests
pH value

Density of solution
Filling volume

Uniformity of dosage units

Identification

Chloride

Cetirizine dihydrochloride - HPLC

Cetirizine dihydrochloride - UV

Methylparahydroxybenzoate

Propylparahydroxybenzoate

ExCertReleaseEt_nat.xml

Sverery orarvanw: B4 102010 08 50
vt Boigmacher OLE T 338

Release limits

a colourless to light yellow, clear solution

40-6.0
1.071- 1,001
min. 20

no individual weight value should deviate from
the mean weight by more than 10 %. The sum
of 10 individual weight values should not differ
from the nominal weight of ten doses by more
than 15 %, i.e. 10.81+ 15 %

formation of a white caseous sediment
soluble in ammonia

the Retention time of the principal peak in the
chromatogram obtained with the test solution
should correspond to the retetion time of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution

the rention time and UV spectrum of the
principal peak in the chromatogram obtained
with the test solution should correspond to the
retention time and UV spectrum of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution.

the Retention time of the
methylparahydroxybenzoate

peak in the chromatogram obtained

with the test solution should correspond

to the retetion time of the
methylparahydroxybenzoate peak in

the chromatogram obtained with the mixed
standard solution.

the Retention time of the
propylparahydroxybenzoate

peak in the chromatogram obtained with the
test

solution should correspond to the retetion time
of the propylparahydroxybenzoate peak in the
chromatogram

obtained with the mixed standard solution.

RU

Result

conforms

49
1,083 g/ml
21 ml

conforms

conforms

conforms

conforms

conforms

canforms
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

SANOFI v g

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No; 248419 Issued: 17.05.2019
Assay

Cetirizine dihydrochloride
Methylparahydroxybenzoate
Propylparahydroxybenzoate

Purity

DP 1 (RRT 1.53)

DP 1 (RRT 1.53)

DP 1 (RRT 1.53)

Any other individual identified impurity
Any idividual unidentified impurity
total impurities

Micrebiological Purity

Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count
{TYMC)
Escherichia coli

Comments:

95-105
90-110
90-110

max. 0.5
max. 0.5
max. 0.3
NMT 0,2%
NMT 0,2%

max. 1,0

max. 1000

max. 100

absentin 1 ml

This batch conforms to the specification
Quatity Control

Wolfgang Hermanns

QC Manager

Release date:  16.05.2019 at 18:24:54 by Dr. Anette Méurer

Reference:

10,0 mg
98 % of the declared content

97 % of the declared content

00%
00%
00%
conforms
conforms

0.1%

< 10 CFU/mI
< 10 CFU/mi

conforms

This product has been tested according specification:

Certification statement:

11.233755/ 02

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the imparting country. The batch processing,

packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature,
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